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collected, until after the post-mortem 
examination is completed; 

(4) Includes tables, benches, and 
other equipment on which sample col-
lection and processing are to be per-
formed, of such design, material, and 
construction as to enable sample col-
lection and processing in a safe, ready, 
efficient, and clean manner; 

(5) Has adequate arrangements, in-
cluding liquid soap and cleansers, for 
cleansing and disinfecting hands, dis-
section tools, floors, and other articles 
and places that may be contaminated 
by diseased carcasses or otherwise; and 

(6) Has adequate facilities, including 
denaturing materials, for the proper 
disposal in accordance with this chap-
ter of tissue, blood, and other waste 
generated during test sample collec-
tion. 

(c) The Administrator will give the 
operator of the establishment actual 
notice that APHIS, FSIS, or an APHIS 
contractor will be taking blood and/or 
tissue samples at the establishment. 
The Administrator may give the oper-
ator of the establishment notice in any 
form or by any means that the Admin-
istrator reasonably believes will reach 
the operator of the establishment prior 
to the start of sample collection. 

(1) The notice will include the antici-
pated date and time sample collection 
will begin. The notice will also include 
the anticipated ending date and time. 

(2) The Administrator will give the 
operator of the establishment as much 
advance notice as possible. However, 
the actual amount of notice will de-
pend on the specific situation. 

(d) Denial and withdrawal of listing. 
The Administrator may deny or with-
draw the listing of an establishment 
upon a determination that the estab-
lishment is not in compliance with the 
requirements of this section. 

(1) In the case of a denial, the oper-
ator of the establishment will be in-
formed of the reasons for the denial 
and may appeal the decision in writing 
to the Administrator within 10 days 
after receiving notification of the de-
nial. The appeal must include all of the 
facts and reasons upon which the per-
son relies to show that the establish-
ment was wrongfully denied listing. 
The Administrator will grant or deny 
the appeal in writing as promptly as 

circumstances permit, stating the rea-
son for his or her decision. If there is a 
conflict as to any material fact, a hear-
ing will be held to resolve the conflict. 
Rules of practice concerning the hear-
ing will be adopted by the Adminis-
trator. 

(2) In the case of withdrawal, before 
such action is taken, the operator of 
the establishment will be informed of 
the reasons for the proposed with-
drawal. The operator of the establish-
ment may appeal the proposed with-
drawal in writing to the Administrator 
within 10 days after being informed of 
the reasons for the proposed with-
drawal. The appeal must include all of 
the facts and reasons upon which the 
person relies to show that the reasons 
for the proposed withdrawal are incor-
rect or do not support the withdrawal 
of the listing. The Administrator will 
grant or deny the appeal in writing as 
promptly as circumstances permit, 
stating the reason for his or her deci-
sion. If there is a conflict as to any ma-
terial fact, a hearing will be held to re-
solve the conflict. Rules of practice 
concerning the hearing will be adopted 
by the Administrator. However, with-
drawal shall become effective pending 
final determination in the proceeding 
when the Administrator determines 
that such action is necessary to pro-
tect the public health, interest, or safe-
ty. Such withdrawal shall be effective 
upon oral or written notification, 
whichever is earlier, to the operator of 
the establishment. In the event of oral 
notification, written confirmation 
shall be given as promptly as cir-
cumstances allow. This withdrawal 
shall continue in effect pending the 
completion of the proceeding, and any 
judicial review thereof, unless other-
wise ordered by the Administrator. 

(Approved by the Office of Management and 
Budget under control numbers 0579–0212 and 
0579–0342) 

[69 FR 10150, Mar. 4, 2004, as amended at 78 
FR 26489, May 7, 2013; 85 FR 4194, Jan. 24, 
2020] 

§ 71.22 Approval of laboratories to con-
duct official testing. 

(a) Approvals. State, university, and 
private laboratories must obtain 
APHIS approval to conduct official 
testing for those diseases covered by 

VerDate Sep<11>2014 17:09 Apr 05, 2021 Jkt 253028 PO 00000 Frm 00247 Fmt 8010 Sfmt 8010 Q:\09\9V1.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



238 

9 CFR Ch. I (1–1–21 Edition) § 71.22 

4 A list of established quality systems rec-
ognized by APHIS is available on the inter-
net at https://www.nahln.org. 

5 A list of approved assay methods is avail-
able on the APHIS Laboratory Portal 
website at https://www.nahln.org and at 
https://www.aphis.usda.gov/aphis/ ourfocus/ 
animalhealth/ animal-disease-information. 

subchapters B, C, and D of this chapter. 
Laboratories seeking approval must 
meet the requirements of this section. 

(b) Facilities. Official testing must be 
performed in laboratory facilities with 
controlled conditions, instrumentation 
appropriate for the testing being con-
ducted, and biosecurity measures com-
mensurate with the disease of diag-
nostic concern; each of these facility 
requirements must be acceptable to 
APHIS. Approved laboratories must 
agree to periodic, unannounced inspec-
tion by APHIS personnel or other 
APHIS-approved inspectors following 
an APHIS-approved checklist. 

(c) Quality system. Laboratories must 
operate under a quality system accept-
able to APHIS. Components of such 
systems include acceptable documenta-
tion of procedures, recordkeeping, 
training, reporting, and corrective ac-
tions taken if standards and procedures 
are not reached or maintained. Adher-
ence to certain nationally or inter-
nationally established quality systems 
recognized by APHIS may be used to 
meet all or part of this requirement.4 
Quality system records are subject to 
review during facility inspections. 

(d) Procedures. All official testing 
must be conducted using APHIS-ap-
proved assay methods,5 which may in-
clude standard operating procedures 
recognized by the National Veterinary 
Services Laboratories (NVSL) or Na-
tional Animal Health Laboratory Net-
work, and/or diagnostic test kits li-
censed by the USDA. 

(e) Training. Official testing must be 
conducted only by those individuals 
who have completed APHIS-approved 
training and have passed proficiency 
tests administered by APHIS or its of-
ficial designee. These tests will be ad-
ministered annually or as necessary at 
an interval stipulated by APHIS. Su-
pervisory oversight of official testing 
must be performed by qualified individ-
uals, as determined by APHIS. 

(f) Reporting. Approved laboratories 
must report test results to APHIS and 
State animal health officials using an 
individualized (by disease) timeline es-
tablished by APHIS at the time of lab-
oratory approval. 

(g) Applications for approval. (1) Lab-
oratories must use APHIS application 
forms, including an agreement to meet 
the obligations to APHIS listed in this 
section, and submit completed forms to 
the NVSL Director. The Director will 
make a preliminary determination of 
the application’s acceptability, based 
on initial review of submitted mate-
rials and, when appropriate, a needs as-
sessment for diagnostic capacity. 
These determinations are made on an 
annual basis, or as needed based on the 
number of applications received. 

(2) Applicants will be informed of the 
preliminary determination. If positive, 
applicants will then be able to request 
a facility inspection and personnel 
training, conducted in accordance with 
this section. If negative, APHIS will 
provide a rationale for the denial. De-
nied applicants may appeal any denials 
in accordance with the regulations in 
paragraph (j) of this section; 

(3) When all requirements in this sec-
tion have been met, the NVSL Director 
will issue a final approval. Approvals 
are specific to those lab personnel 
working at the inspected, approved lab-
oratory who have met the eligibility 
and proficiency requirements. Denied 
applicants may appeal any denials in 
accordance with the regulations in 
paragraph (j) of this section. 

(h) Maintenance of approved status. (1) 
Previously approved laboratories that 
wish to maintain their approved status 
must reapply for APHIS approval at 
least 1 month before their approval 
term expires, or at least every 2 years, 
whichever comes first. Laboratories 
wishing to maintain approved status 
must submit a renewal application 
form, as supplied by APHIS, to the 
NVSL Director. 

(2) Approved laboratories must have 
at least one individual with the re-
quired training and unexpired pro-
ficiency certification in their employ 
at all times. 

(3) Approved laboratories must per-
form the minimum number of tests to 
maintain proficiency, as stipulated by 
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APHIS in the guidance documents de-
veloped for individual test types. 

(i) Probation, suspension, and rescission 
of laboratory approval. (1) Laboratories 
not conducting the minimum number 
of tests as required by paragraph (h)(3) 
of this section during a single report-
ing period will be assigned proba-
tionary status. A reporting period is 
less than or equal to the time for which 
the laboratory has been approved to 
conduct testing by APHIS. Labora-
tories on probation may continue to 
conduct official testing. If the min-
imum required number of tests are not 
performed during two consecutive re-
porting periods, the laboratory will not 
be eligible for renewal of APHIS ap-
proval. Exceptions to this requirement 
may be granted by the NVSL Director 
upon request. 

(2) Approval to conduct official test-
ing will be suspended in the event that 
a laboratory experiences changes that 
may impact its ability to provide qual-
ity testing services. These changes in-
clude: No longer employing an indi-
vidual approved to conduct official 
testing, a move to different facilities, 
or a natural disaster that impacts 
power or water systems. Laboratories 
with suspended status will not be ap-
proved to conduct official testing. Lab-
oratories will be restored to approved 
status upon training and/or testing new 
personnel, successful inspection of new 
facilities, and/or correction of non-
compliance issues. Reapproval will in-
volve resubmitting those sections of 
the application materials required by 
the NVSL Director. 

(3) Approval may be rescinded at any 
time, at the discretion of the NVSL Di-
rector, if a laboratory fails to meet its 
obligations to APHIS, as listed in the 
agreement signed by the laboratory 
during the application process. The 
NVSL Director will issue a notice to 
the laboratory, providing the justifica-
tion for the proposed removal. Labora-
tories will have 30 days to respond in 
writing to the concerns provided before 
the NVSL Director finalizes the re-
moval decision. 

(j) Appeals. Appeal of any denial, pro-
bation, suspension, or rescission of lab-
oratory approval must be made in writ-
ing to the APHIS Administrator or the 
Administrator’s official designee with-

in 30 days of the laboratory’s receipt of 
the NVSL Director’s decision. Re-
sponses to these appeals will be pro-
vided within 60 days of receipt by 
APHIS. 

(Approved by the Office of Management and 
Budget under control number 0579–0472) 

[85 FR 4194, Jan. 24, 2020] 

PART 72—BOVINE BABESIOSIS 

Sec. 
72.1 Interstate movement of infested or ex-

posed animals prohibited. 
72.2 Restrictions on movement of cattle. 
72.3 Areas quarantined in the Virgin Islands 

of the United States, the Northern Mar-
iana Islands, the Commonwealth of Puer-
to Rico, and the Island of Guam. 

72.4 [Reserved] 
72.5 Area quarantined in Texas. 
72.6 Interstate movement of cattle from 

quarantined areas not eradicating ticks. 
72.7 Interstate movement of cattle from co-

operating States. 
72.8 Interstate movement of cattle from 

free premises upon inspection and certifi-
cation by APHIS inspector. 

72.9 Interstate movements of cattle; inspec-
tion and certification by APHIS inspec-
tor required. 

72.10 Inspected or dipped and certified cat-
tle subject to restrictions of State of des-
tination. 

72.11 Quarantined area; cattle considered 
infested; requirements for placing in non-
infectious pens or premises. 

72.12 Cattle; exposure to tick infestation 
after treatment or inspection prohibited. 

72.13 Permitted dips and procedures. 
72.14 [Reserved] 
72.15 Owners assume responsibility; must 

execute agreement prior to dipping or 
treatment waiving all claims against 
United States. 

72.16 Designated dipping stations to be ap-
proved by the Administrator, APHIS on 
recommendations of State authorities; 
facilities. 

72.17 Unloading noninfected cattle for rest, 
feed, and water only, permitted in au-
thorized pens for such purpose. 

72.18 Movement interstate; specification by 
the Deputy Administrator, Veterinary 
Services of treatment required when dip-
ping facilities unavailable. 

72.19 Interstate shipments and use of pine 
straw, grass, litter from quarantined 
area; prohibited until disinfected. 

72.20 Exhibition of noninfected cattle in the 
quarantined area; restrictions under 
which permitted. 
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